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In accordance with the provisions of
section 515(c)(2) of the act (21 U.S.C.
360e(c)(2)) as amended by the Safe
Medical Devices Act of 1990, this
premarket approval application (PMA)
was not referred to the Obstetrics and
Gynecology Devices Panel of the
Medical Devices Advisory Committee,
an FDA advisory committee, for review
and recommendation because the
information in the PMA substantially
duplicates information previously
reviewed by this panel.

On September 29, 1995, CDRH
approved the application by a letter to
the applicant from the Director of the
Office of Device Evaluation, CDRH.

A summary of the safety and
effectiveness data on which CDRH
based its approval is on file in the
Dockets Management Branch (address
above) and is available from that office
upon written request. Requests should
be identified with the name of the
device and the docket number found in
brackets in the heading of this
document.

Opportunity for Administrative Review
Section 515(d)(3) of the act authorizes

any interested person to petition, under
section 515(g) of the act, for
administrative review of CDRH’s
decision to approve this application. A
petitioner may request either a formal
hearing under part 12 (21 CFR part 12)
of FDA’s administrative practices and
regulations or a review of the
application and CDRH’s action by an
independent advisory committee of
experts. A petition is to be in the form
of a petition for reconsideration under
§ 10.33(b) (21 CFR 10.33(b)). A
petitioner shall identify the form of
review requested (hearing or
independent advisory committee) and
shall submit with the petition
supporting data and information
showing that there is a genuine and
substantial issue of material fact for
resolution through administrative
review. After reviewing the petition,
FDA will decide whether to grant or
deny the petition and will publish a
notice of its decision in the Federal
Register. If FDA grants the petition, the
notice will state the issue to be
reviewed, the form of the review to be
used, the persons who may participate
in the review, the time and place where
the review will occur, and other details.

Petitioners may, at any time on or
before August 19, 1996, file with the
Dockets Management Branch (address
above) two copies of each petition and
supporting data and information,
identified with the name of the device
and the docket number found in
brackets in the heading of this

document. Received petitions may be
seen in the office above between 9 a.m.
and 4 p.m., Monday through Friday.

This notice is issued under the
Federal Food, Drug, and Cosmetic Act
(secs. 515(d), 520(h) (21 U.S.C. 360e(d),
360j(h))) and under authority delegated
to the Commissioner of Food and Drugs
(21 CFR 5.10) and redelegated to the
Director, Center for Devices and
Radiological Health (21 CFR 5.53).

Dated: June 21, 1996.
Joseph A. Levitt,
Deputy Director for Regulations Policy, Center
for Devices and Radiological Health.
[FR Doc. 96–18286 Filed 7–17–96; 8:45 am]
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Integra LifeSciences Corp.; Premarket
Approval of INTEGRA Artificial Skin

AGENCY: Food and Drug Administration,
HHS.
ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing its
approval of the application by Integra
LifeSciences Corp., Plainsboro, NJ, for
premarket approval, under the Federal
Food, Drug, and Cosmetic Act (the act),
of INTEGRA Artificial Skin. FDA’s
Center for Devices and Radiological
Health (CDRH) notified the applicant,
by letter of March 1, 1996, of the
approval of the application.
DATES: Petitions for administrative
review by August 19, 1996.
ADDRESSES: Written requests for copies
of the summary of safety and
effectiveness data and petitions for
administrative review to the Dockets
Management Branch (HFA–305), Food
and Drug Administration, 12420
Parklawn Dr., rm. 1–23, Rockville, MD
20857.
FOR FURTHER INFORMATION CONTACT:
Stephen P. Rhodes, Center for Devices
and Radiological Health (HFZ–410),
Food and Drug Administration, 9200
Corporate Blvd., Rockville, MD 20850,
301–594–3090.
SUPPLEMENTARY INFORMATION: On March
30, 1992, Integra LifeSciences Corp.,
Plainsboro, NJ 08536, submitted to
CDRH an application for premarket
approval of INTEGRA Artificial Skin.
The device is indicated for the
postexcisional treatment of life-
threatening full-thickness or deep
partial-thickness thermal injury where
sufficient autograft is not available at
the time of excision or not desirable due
to the physiological condition of the
patient.

In accordance with the provisions of
section 515(c)(2) of the act (21 U.S.C.
360e(c)(2)) as amended by the Safe
Medical Devices Act of 1990, this
premarket approval application (PMA)
was not referred to the General and
Plastic Surgery Panel of the Medical
Devices Advisory Committee, an FDA
advisory committee, for review and
recommendation because the
information in the PMA substantially
duplicates information previously
reviewed by this panel. On March 1,
1996, CDRH approved the application
by a letter to the applicant from the
Director of the Office of Device
Evaluation, CDRH.

A summary of the safety and
effectiveness data on which CDRH
based its approval is on file in the
Dockets Management Branch (address
above) and is available from that office
upon written request. Requests should
be identified with the name of the
device and the docket number found in
brackets in the heading of this
document.

Opportunity for Administrative Review
Section 515(d)(3) of the act authorizes

any interested person to petition, under
section 515(g) of the act, for
administrative review of CDRH’s
decision to approve this application. A
petitioner may request either a formal
hearing under part 12 (21 CFR part 12)
of FDA’s administrative practices and
procedures regulations or a review of
the application and CDRH’s action by an
independent advisory committee of
experts. A petition is to be in the form
of a petition for reconsideration under
§ 10.33(b) (21 CFR 10.33(b)). A
petitioner shall identify the form of
review requested (hearing or
independent advisory committee) and
shall submit with the petition
supporting data and information
showing that there is a genuine and
substantial issue of material fact for
resolution through administrative
review. After reviewing the petition,
FDA will decide whether to grant or
deny the petition and will publish a
notice of its decision in the Federal
Register. If FDA grants the petition, the
notice will state the issue to be
reviewed, the form of review to be used,
the persons who may participate in the
review, the time and place where the
review will occur, and other details.

Petitioners may, at any time on or
before August 19, 1996, file with the
Dockets Management Branch (address
above) two copies of each petition and
supporting data and information,
identified with the name of the device
and the docket number found in
brackets in the heading of this



37486 Federal Register / Vol. 61, No. 139 / Thursday, July 18, 1996 / Notices

document. Received petitions may be
seen in the office above between 9 a.m.
and 4 p.m., Monday through Friday.

This notice is issued under the
Federal Food, Drug, and Cosmetic Act
(secs. 515(d), 520(h) (21 U.S.C. 360e(d),
360j(h))) and under authority delegated
to the Commissioner of Food and Drugs
(21 CFR 5.10) and redelegated to the
Director, Center for Devices and
Radiological Health (21 CFR 5.53).

Dated: June 5, 1996.
Joseph A. Levitt,
Deputy Director for Regulations Policy, Center
for Devices and Radiological Health.
[FR Doc. 96–18164 Filed 7–17–96; 8:45 am]
BILLING CODE 4160–01–F
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Infinitech Inc.; Premarket Approval of
PerfluoronTM (Highly Purified
Perfluoro-n-Octane Liquid)

AGENCY: Food and Drug Administration,
HHS.
ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing its
approval of the application by Infinitech
Inc., Chesterfield, MO, for premarket
approval, under the Federal Food, Drug,
and Cosmetic Act (the act), of
Perfluoron (highly purified perfluoro-n-
octane liquid). After reviewing the
recommendation of the Ophthalmic
Devices Panel, FDA’s Center for Devices
and Radiological Health (CDRH)
notified the applicant, by letter of
February 29, 1996, of the approval of the
application.
DATES: Petitions for administrative
review by August 19, 1996.
ADDRESSES: Written requests for copies
of the summary of safety and
effectiveness data and petitions for
administrative review, to the Dockets
Management Branch (HFA–305), Food
and Drug Administration, 12420
Parklawn Dr., rm. 1–23, Rockville, MD
20857.
FOR FURTHER INFORMATION CONTACT:
James F. Saviola, Center for Devices and
Radiological Health (HFZ–460), Food
and Drug Administration, 9200
Corporate Blvd., Rockville, MD 20850,
301–594–1744.
SUPPLEMENTARY INFORMATION: On April
28, 1995, Infinitech Inc., Chesterfield,
MO 63005, submitted to CDRH an
application for premarket approval of
Perfluoron (highly purified perfluoro-n-
octane liquid). The device, a
perfluorocarbon liquid, is an
intraoperative tool indicated for use
during vitreoretinal surgery in patients

with primary or recurrent retinal
detachment which is complicated by
penetrating ocular trauma, giant retinal
tear(s) or proliferative vitreoretinopathy.

On October 19, 1995, the Ophthalmic
Devices Panel of the Medical Devices
Advisory Committee, an FDA advisory
committee, reviewed and recommended
approval of the application. On
February 29, 1996, CDRH approved the
application by a letter to the applicant
from the Director of the Office of Device
Evaluation, CDRH.

A summary of the safety and
effectiveness data on which CDRH
based its approval is on file in the
Dockets Management Branch (address
above) and is available from that office
upon written request. Requests should
be identified with the name of the
device and the docket number found in
brackets in the heading of this
document.

Opportunity for Administrative Review
Section 515(d)(3) of the act (21 U.S.C.

360e(d)(3)) authorizes any interested
person to petition, under section 515(g)
of the act, for administrative review of
CDRH’s decision to approve this
application. A petitioner may request
either a formal hearing under part 12 (21
CFR part 12) of FDA’s administrative
practices and procedures regulations or
a review of the application and CDRH’s
action by an independent advisory
committee of experts. A petition is to be
in the form of a petition for
reconsideration under § 10.33(b) (21
CFR 10.33(b)). A petitioner shall
identify the form of review requested
(hearing or independent advisory
committee) and shall submit with the
petition supporting data and
information showing that there is a
genuine and substantial issue of
material fact for resolution through
administrative review. After reviewing
the petition, FDA will decide whether to
grant or deny the petition and will
publish a notice of its decision in the
Federal Register. If FDA grants the
petition, the notice will state the issue
to be reviewed, the form of the review
to be used, the persons who may
participate in the review, the time and
place where the review will occur, and
other details.

Petitioners may, at any time on or
before August 19, 1996, file with the
Dockets Management Branch (address
above) two copies of each petition and
supporting data and information,
identified with the name of the device
and the docket number found in
brackets in the heading of this
document. Received petitions may be
seen in the office above between 9 a.m.
and 4 p.m., Monday through Friday.

This notice is issued under the
Federal Food, Drug, and Cosmetic Act
(secs. 515(d), 520(h) (21 U.S.C. 360e(d),
360j(h))) and under authority delegated
to the Commissioner of Food and Drugs
(21 CFR 5.10) and redelegated to the
Director, Center for Devices and
Radiological Health (21 CFR 5.53).

Dated: June 5, 1996.
Joseph A. Levitt,
Deputy Director for Regulations Policy, Center
for Devices and Radiological Health.
[FR Doc. 96–18283 Filed 7–17–96; 8:45 am]
BILLING CODE 4160–01–F

Health Care Financing Administration

Agency Information Collection
Activities: Proposed Collection
Activity; Comment Request

AGENCY: Health Care Financing
Administration, HHS.

In compliance with the requirement
of section 3506(c)(2)(A) of the
Paperwork Reduction Act of 1995, (Pub.
L. 104–13; 44 U.S.C.) the Health Care
Financing Administration (HCFA),
Department of Health and Human
Services, is publishing the following
summary of proposed information
dissemination activities for public
comment. Interested persons are invited
to send comments regarding the burden
or any other aspect of this information
dissemination activity, including any of
the following subjects: (1) The necessity
and utility of the proposed activity for
the proper performance of the agency’s
functions; (2) ways to enhance the
quality, utility, and clarity of the
information being disseminated; and (3)
the use of other automated techniques
or other forms of information
dissemination to minimize the burden
of the information dissemination
activity.

The Health Care Financing
Administration is soliciting comments
from the public on dissemination of
information via an agency home page on
the Internet. This service is a result of
an ongoing process of creating a more
customer-oriented, efficient government
by improving public access to agency
information electronically. The
objective is to make releasable
information available through the
Internet when there is an important or
substantial interest.

Examples of the information available
include: (1) Program information
overview; (2) HCFA strategic plan and
5-year Information Resource
Management plan; (3) Laws and
regulations; (4) Press information,
including news releases, Administrator
speeches and testimony; (5) Office of
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